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earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 
Claim Objections 

Claims 2 and 3 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. These claims 
recite limitations regarding the location of the claimed PNA-DNA chimera (ie, hybridized 
to a template) and do not further define the claimed chimera itself. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a written description rejection. 

The claims are directed to PNA-DNA chimeras containing a structure identified 
as "3'->Extension", defined as a polymerase extension product comprising a non- 
radioisotopically labeled nucleotide. The non-radioisotope label may be a fluorescent 
dye. 
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The specification describes PNA-DNA chimeras comprising six or more PNA 
monomers and one or more DNA monomer. The specification further describes 
methods of using these chimeras as templates for polymerase reactions with labeled 
triphosphates. 

The specification does not describe identifying characteristics such as sequence 
length and composition of the genus of compounds represented as "3'-> Extension". 
Neither the specification nor the prior art describe a structure of "3'-* Extension" that 
corresponds to the function of being a 3'-^ Extension. Neither the specification nor the 
prior art describe how such chimeric molecules are differentiated from labeled PNA- 
DNA chimeras that are chemically synthesized. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
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F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-6 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1, 5 and 6 of U.S. Patent No. 6,316,230. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the patent claims are directed to a method of producing a labeled 
PNA-DNA chimera using PCR wherein the label may be a fluorescent dye. The instant 
claims are directed to such labeled chimeric compounds. The instant claims are an 
obvious variant of the patented claims because it would be obvious to use the method 
to make such compounds. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bergman et al. (Tetrahedron Letters 1995) in view of Conrad (US 5,728,525). 

The claimed invention is directed to PNA-DNA chimeras comprising a PNA 
portion of 5-15 bases and a DNA portion of 1-15 nucleotides wherein the DNA portion 
comprises a non-radioisotopically labeled nucleotide that may be a fluorescent dye. 

Bergman et al. teach solid-phase synthesis of PNA-DNA hybrids. The hybrids 
are meant to address the shortcomings of PNA oligomers, specifically self-aggregation 
and the inability to activate RNAse H. These hybrids are shown in Table 1 and 
exemplify numerous PNA-DNA chimeras meeting the size limitations of the claims. 
Bergman et al. do not teach PNA-DNA hybrids comprising a non-radioisotopically 
labeled nucleotide. 
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Conrad teaches fluorescent analogs of the naturally occurring nucleobases. 
These analogs can be used to chemically synthesize a fluorescent oligonucleotide of 
defined sequence. Conrad teaches at column 6 that such analogs provide advantages 
over conventional labeling and detection techniques because oligonucleotides 
containing these fluorescent bases do not require coupling to an enzyme or any post- 
hybridization processing and that such labeled oligonucleotides find use in therapeutic 
or diagnostic applications. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to integrate the fluorescent nucleotide analogs taught by Conrad 
into the PNA-DNA chimera taught by Bergman et al. Conrad provides a motivation to 
use fluorescent nucleotide analogs, teaching that assays of oligonucleotides containing 
these analogs do not require coupling to an enzyme or post-hybridization processing 
and that such oligonucleotides have diagnostic and therapeutic uses. One of ordinary 
skill in the art would have had a reasonable expectation of success in making PNA-DNA 
chimeras containing fluorescent nucleotide analogs because each of Bergman et al. 
and Conrad actually make their invention by standard chemical synthesis means. 

Thus, the invention of claims 1-4 would have been obvious, as a whole, at the 
time of invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tracy Vivlemore whose telephone number is 571-272- 
2914. The examiner can normally be reached on Mon-Fri 8:45-5:15. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571-272-081 1 . The central FAX Number 
is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 
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March 14, 2006 



Tracy Vivlemore 
Examiner 
Art Unit 1635 




